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About this Document

This document lists and briefly describes the new features and fixed issues included in each release of the PSUR Repository.

The most recent release appears first.

The known issues are categorised per component or business process of the system so that users can easily identify which issues are relevant for them. The
components currently used are:

Component Short Description

NCA UI The user interface (UI) used by NCA users to search and retrieve PSUR
related documents and to upload assessment reports and related

Delivery File UI  The user interface (UI) used by MAHs to generate the delivery file with
the metadata needed to submit and process the PSUR documentation.

eSubmission The business process whereby MAHs submit electronically PSUR

Process documentation to the PSUR Repository and the system then
automatically processes this and makes it available in the Repository

DREAM The EMA’s document management system, used to host the PSUR
Repository.

Notifications The functionality that sends notifications to NCAs upon certain pre-

defined events happening.
EMA Admin UI The user interface (UI) used by EMA to support the PSUR processing

process.
eSub GW eSubmission Gateway
API The Application Programming Interface allowing NCA IT systems to

automatically exchange information with the PSUR Repository.

For the purpose of this document, a change request (CR) is defined as an additional functionality that was not included in the original requirements of the
software.



For additional information on the PSUR Repository see:

The PSUR Repository webpage gives access to all documentation.

Regular training sessions are being organised. See the PSUR Repository webpage for more information.

User guidance documentation on the PSUR Repository webpage provides answers to most common problems.
If you encounter any issue that is not addressed by the above, contact the EudraService@ema.europa.eu.

Y V V VY

Version 01.15.0.0 (Release Date: 06th September 2018)

What’s New

This release provides the following change requests.

Version 01.15.0.0 of the PSUR Repository is released combined with version 3.6.0.0 of the eSubWeb

New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.

Component Brief Description of the CR or Defect Fix

SD-130450 Delivery file PSUR period covered (text/calendar selection) box for PSUSA CAPs.

creation screen
The coverage period is currently system calculated based on the data lock point and frequency. Users now have the

ability to override the system calculated period and manually enter the coverage period by entering a specific date
range.

This will provide more accurate data on the PSUSA submission and therefore allow for more efficient processing and
Assessment of the PSUSAs.

The latest range date will be the date valid for the next submission for that PSUSA.

The notification sent shall indicate if the Default coverage period has been overridden and the specified date ranges.


http://esubmission.ema.europa.eu/psur/psur_repository.html
http://esubmission.ema.europa.eu/psur/psur_repository.html
http://esubmission.ema.europa.eu/psur/psur_repository.html
mailto:EudraService@ema.europa.eu

ID Component Brief Description of the CR or Defect Fix

SD-184288 Search screen Improve Performance of document search in PSUR search repository.

SD-184308 N/A Replace PA and PMs email addresses with an internal EMA email address in test. This only affects the Test
Environment and is a data clean up exercise. This will not impact Production environment and is kept here for
information purposes only.

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.

There are in total 0 open defects listed

Version 01.14.0.0 (Release Date: 27th June 17)

What’s New

This release provides the following change requests.

Version 01.14.0.0 of the PSUR Repository is released combined with version 3.5.0.0 of the eSubWeb, v 3.11.0.0 Gateway file handler and v
2.4.0.0 of Common repository

New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.



ID Component Brief Description of the CR or Defect Fix
SD-96935 Upload screen 1. Allow only word doc format for initial AR and comments submission.
2. Give error when user submits in pdf format when initial submission was in word format.
3. If initial submission is PDF format then don’t give any error even when submitted in word format.

SD-45839 Search screen After AR search results are displayed also show an icon which will open a pop up to display all all assessment report
versions based on selected row ordered by date. User will be download all versions

SD-172729 Delivery file For checking whether there are more than one product selected for eCTD cap submission please use EMEA
creation screen product/MRP/DCP no. column instead of product short name.
SD-172959 Search screen Both for EU/Non EU submissions make type as hyperlink to dream so that users can go from PSUR-Repo to dream

physical location directly.

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.

There are in total 0 open defect listed.

Version 01.12.1.0 (Release Date: 27th June 17)

What’s New

This release provides the following change requests.



Version 01.12.1.0 of the PSUR Repository is released combined with version 3.3.1.0 of the eSubWeb, v 3.9.0.0 Gateway file handler and v
2.2.0.0 of Common repository

New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.

Component Brief Description of the CR or Defect Fix

SD-125587 By T Defect fix - Delivery file creation fails for PSUSA when more than 1000 products selected

creation

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.

There are in total 0 open defect listed.

Version 01.12.0.0 (Release Date: 27th June 17)

What’s New

This release provides the following change requests.

Version 01.12.0.0 of the PSUR Repository is released combined with version 3.2.2.0 of the eSubWeb and v 3.7.2.6 Gateway file handler.



New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.

Component Brief Description of the CR or Defect Fix

SD-100380 Notification PSUR Repository notifications copied to PA/PM of NAP only PSUSA procedures

SD-103943 API API does not takes into account <date of modification>, but only the <date of creation> for other documents.

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.

There are in total 0 open defect listed.

Version 01.11.00 (Release Date: 31st March 17)

What’s New

This release provides the following change requests.

Version 01.11.00 of the PSUR Repository is released combined with version 3.2.0-RC2 of the eSubWeb and v 3.7.2-RC3 Gateway file handler.
New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.



ID Component Brief Description of the CR or Defect Fix

When a search is launched for AR template and the document is not present in the repository an error code 500 was

SR-81652 AL presented instead of ‘document not found’ response.
SD-72409 Delivery file PSUSA Repository XML delivery file creation — responses cannot be submitted before the ‘initial’ PSUR has been
creation submitted to the repository. Business rule has been modified to prevent ‘responses’ being submitted prior to the
‘PSUR’. If submission deadline has been passed, the MAH must contact EMA to request for late submission ID instead
of submitting the PSUR using incorrect submission unit (response).
SD-85240 Admin UI EMA super admin now has the ability to delete supplemental information submissions from the Non-EU Single

Assessment area of the PSUR repository

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.

There are in total 0 open defect listed.

ID Component Description Workaround/Comment

Version 01.10.00 (Release Date: 20 Feb 17)

What’s New

This release provides the following change requests.

Version 01.10.00 of the PSUR Repository is released combined with version 3.1.0-RC1 of the eSubWeb and v 3.7.1-RC1 Gateway file handler.



New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.

Component Brief Description of the CR or Defect Fix

SD-72659 Delivery file UI Allow selection of herbal and homeopathic products for submission when preparing XML delivery file for PSUSA/non-
EU PSUR submissions

SD-45843 Delivery file UI Functionality to indicate whether the submission contains an updated RMP and to provide the relevant RMP number
(for CAPs only).

Notifications Information on the inclusion of the RMP and the RMP number if relevant is now included in the Excel report included
in the submission deadline notification.

SD-66242 Notifications All relevant PSUR repository notifications now contain a link to EMA document management system (PSUR
Repository EMA user interface via DREAM) to facilitate work of EMA colleagues. This link only works for EMA users

SD-45850 Notifications Product ATC code is now included in the Excel report included in the submission deadline notification
SD-53626 NCA notifications PSUR Repository AR reminder notifications are not send for procedures for which no PSURs have been submitted
SD-49077 EMA notifications Defect relating to occasional missed PSUR repository notifications to EMA Procedure Manager/Procedure Assistant

has been fixed and all relevant notifications are now sent to the allocated PM/PA
SD-69535 EMA notifications Notifications to Outlook mailbox to alert EMA procedure assistant if product ‘bucket’ changes occur between DLP and
start date

PSUR-668 eSubmission Failure acknowledgement sent to MAH/sender when same ‘Late Submission ID’ used for more than one PSUR

submission
Gateway
Acknowledgement
SD-50540 EMA admin UI Ability for EMA super admin user to delete comments in the PSUR Repository upon request from NCAs.
SD-56740 EMA admin UI Ability for EMA super admin user to delete Non-EU PSUSA PSUR submissions

SD-71595 EMA admin UI Deletion/Invalidation of EU PSURs/Responses by super admin/NCA in PSUR repository are reflected in EMA document



ID Component Brief Description of the CR or Defect Fix

management system (DREAM)

SD-45849 API Assessment Report templates are now available via the API

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.

There are in total 0 open defect listed.

ID Component Description Workaround/Comment
SD-79991 NCA notifications PSUR Repository AR reminder notifications are sent for PSUSA procedures which This issue will be fixed in the next
are deemed non-starters but for which a PSUR has been submitted. release planned for March/April
2017.

Version 01.08.01 (Release Date: 6 Oct 16)

What’s New

This release provides the following change request.

Version 01.08.00 of the PSUR Repository is released combined with version 2.0.0-RC8 of the eSubWeb and v3.6.0-RC6 Gateway file handler.
New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.



ID Component Brief Description of the CR or Defect Fix

SD-50120 API Missing sup info — org version change
SD-49166 Gateway Restricting sending of 2 separate sequences within one submission zip package
filehandler
zip file
validation
SD-45755 Data fix Delete PAR for specific procedure only
SD-50682 API Marketing authorization mapping missing for 12
SD-45972/SD- API Call to retrieve submissions with query modfiedTo — modifiedFrom will now reflect all document types available in the repository
47765
SD-51444/SD- Delivery File  Remove filters on product search during supplemental info (response) delivery file creation
51494 Ul
SD45327 Data fix Delete comment for specific procedure only

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.
There are in total 0 open defect listed.

ID Component Description Workaround/Comment

Version 01.08.00 (Release Date: 20 Sep 16)

What’s New

This release provides the following change request.

Version 01.08.00 of the PSUR Repository is released combined with version 03.06.00 of the eSubmission Gateway File Handler.


http://servicedesk.ema.europa.eu/jira/browse/SD-45972

New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.

Component Brief Description of the CR or Defect Fix

SD-29491 Psur Missing products in PSUR Repository
Repository

SD-44656 Psur Issue with PSUR repository - product renewal blocked by missing PSUR submission
Repository

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.

There are in total 0 open defect listed.

ID Component Description Workaround/Comment

Version 01.07.00 (Release Date: 25 July 16)

What’s New

This release provides the following change request.

Version 01.07.00 of the PSUR Repository is released combined with version 03.06.00 of the eSubmission Gateway File Handler.



New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.

Component Brief Description of the CR or Defect Fix

SD-7706 Compliance to the new Specification of “"EU Modulel eCTD v.3.0
Please see document below for details of changes:
SD 7706-Psur repo changes

EMA/337926/2016
https://docs.eudra.org/webtop/drl/objectld/090142b28340e25a
PSUR-601 API No Sub unit information in API response
PSUR-602 Delivery File  GW error while uploading supplemental info via GW
UI
PSUR-603 Delivery File  LATESUBMISSION id box is shown as empty?
UI
PSUR-604 Notifications = Same Supplemental Info Notification is received twice?
PSUR-605 NCA UI Invalidate & Revoke notification received for supplemental info does not specify Submission unit
PSUR-606 Delivery File  Error -- Submission Deadline has passed for the procedure number while generating delivery file for Noneu submission -
Ul Late submission functionality available
PSUR-607 Delivery File  Products does not exists in ART57 error while adding products in prepare screen
Ul
PSUR-608 Delivery File  Products not available for MAH
Ul
PSUR-609 Notifications  PA/PM from siamed should be retrieved from product level instead of application
PSUR-610 Notifications
PSUR-611 Delivery File  Error Submission Deadline has passed for procedure when initial is selected
Ul
PSUR-615 NCA UI Date range searches are not working in test or xcomp environments
PSUR-616 Delivery File  UAT - PSUR / PSUSA submission type as per EU M1
UI

PSUR-617 Notifications  Change text in the body of AR Template Notification
PSUR-618 Notifications  Modification in notification text for Assessment Report template


https://docs.eudra.org/webtop/drl/objectId/090142b28340e25a

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.
There are in total 0 open defect listed.

ID Component Description Workaround/Comment



Version 01.06.00 (Release Date: 14 May 16)
What’s New

This release provides change requests as prioritised by the PSUR Repository Project Advisory Group in January 2016.

Version 01.06.00 of the PSUR Repository is released combined with version 03.05.00 of the eSubmission Gateway File Handler.
New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.

ID Component Brief Description of the CR or Defect Fix
PSUR-506 EMA Admin Improve the EMA admin screen to make xml delivery file preparation easier or change the UI to allow the MAH to create
UI the xml delivery file for submissions after the deadline (manual trigger required by EMA via admin screen)

PSUR-160 EMA Admin Ability to remove wrongly submitted documents
emea00036518 UI, NCA UI

PSUR-498 Delivery File  Provide the functionality to create a unique name for each of the XML delivery file
Ul
PSUR-490 NCA UI Functionality for not allowing the inconsistent replies into PSUR Repository
PSUR-158 Gateway - Improve error handling and messages
emea00036513
PSUR-240 DREAM Create the PSUSA folders in Documentum part of the PSUR repository based on a supplied list of PSUSA numbers
emea00037167
PSUR-292 Delivery File  Make user aware of errors that are not visible on the screen due to size of form
emea00038126 UI, EMA
Admin UI,
NCA UI
PSUR-348 DREAM Repository - improvement proposal relating to the DREAM folder structure
emea00038705

PSUR-364 Delivery File  Prepare of delivery file to take the EMA product number from Art 57 instead of free text field.
emea00038946 Ul
PSUR-483 Delivery File  Prepare screen: remove the section about routing ID when the GWFH 3 will be in place.
UI, EMA
Admin UI
PSUR-151 Notifications  Have a special message in a notification for a procedure deadline without any PSUR



ID Component Brief Description of the CR or Defect Fix

emea00036464
PSUR-350 NCA UI Timestamp to be added to Date Received Column in results for Eu and Non-EU search
emea00038709

PSUR-365 NCA UI, EMA PSUR Repository: unable to search by procedure number if there is no PSUR in the procedure
emea00038948 Admin UI

PSUR-516 Notifications  Add PRAC (all human Pharmacovigilance) to distribution list for assessment report & comments notification
PSUR-491 Delivery File  EMA strategy requires all applications to be IE11 compatible from early 16
UI, EMA
Admin UI,
NCA UI
PSUR-521 EMA Admin "Search Result: Sort List of procedures by active substance (Alphabetically)"
UI, NCA UI
PSUR-522 Notifications  "All notifications should refer to countries as: *CountryCode*"

PSUR-534 Notifications  “Functionality to include the details of the PA and the PM into the notifications”
PSUR-514 Notifications  Change in the body of the notification sent 2 days after the PAR submission (elaboration of EMEA-36902)
PSUR-553 Notifications = Remove message from body of PSUR notification (elaboration of PSUR-151)

PSUR-554 NCA UI Make selection of "Is a regulatory action suggested?" mandatory (elaboration of PSUR-490)
PSUR-248 DREAM Rename some folders in the DREAM PSUR submissions cabinet
PSUR-313 Notifications  Notification sent to all Member states upon Supplementary info being uploaded
PSUR-345 NCA UI PSUR System does not allow upload of AR for submission for which only supplementary info exists
PSUR-347 Delivery File  Prepare Delivery File Screen > sequence number should be positioned higher

UI
PSUR-487 DREAM XCOMP set-up (request for new roles)
PSUR-509 API Setup certificates on new weblogic environment (WebLogic Server Version: 12.1.2.0.0)
PSUR-362 EMA Admin Date from and date to calendar popup misaligned in FF

UI, NCA UI
PSUR-378 Delivery File  EMA Routing and Application Routing fields can overlap

Ul

PSUR-508 Notifications  PSUR notification
PSUR-486 EMA Admin The response time Search Product Name is high
UI, NCA UI
PSUR-437 Delivery File  Product selection in the prepare screen requires filtering
UI
PSUR-297 EMA Admin Different behaviour of search fields when trying search criteria and hitting return



ID

PSUR-504

PSUR-361

PSUR-464

PSUR-341

PSUR-513
PSUR-515

PSUR-439

PSUR-524

PSUR-519

PSUR-527

PSUR-530

PSUR-531

PSUR-563

PSUR-562

PSUR-567
PSUR-560

PSUR-564
PSUR-566
PSUR-558

PSUR-565

Component

UI, NCA UI

EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
API

EMA Admin
UI, NCA UI
Notifications

Delivery File
Ul

EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
Delivery File
Ul

EMA Admin
UI, NCA UI
Notifications

EMA Admin
UI, NCA UI
NCA Ul

EMA Admin
UI, NCA UI
Notifications

Notifications

EMA Admin
UI, NCA UI
Notifications

Brief Description of the CR or Defect Fix

Xcomp -- Getting Unauthorized error and also session getting session expired error

Select a 'Date From' value also updates the 'Date From' field with same value

NON EU LIST PSUR Response Statement in the API SPEC states offset & count as part of response. Possibly a
documentation error.

Product (MAH) field is only tool tipped for 5 seconds and it not possible to copy values from this column

Wrong wording for the notification for AR reminder.
Submission deadline is not displayed on the psur prepare screen

Status 500 error found during performance test

Documentum DQL queries use wrong date format.

Error in logs while searching other documents when date received is used as criteria

Not able to search other documents when date received is selected

Bootstrap lib version upgrade broken non-eu prepare screen layout

Make substance search case insensitive

Invalidation Notification mention the resubmission to be done in 10 Days which need to me amended to 14 days as per the
requirement

PSUR Super Admin unable to search procedures with role

Unable to create Comments
Invalidate, Revoke and Delete Popup window Format and readability

No Notification received when a PSUR invalidation is revoked from Super User
Duplicate Notifications received when a user invalidates PSUR & Supplemental info
Unable to copy the full content of the Products selected as part of PSUR Submission in PSUR Search Window

Incorrect Error Message from Gateway File handler



ID
PSUR-555

PSUR-544

PSUR-543
PSUR-542

PSUR-556

PSUR-536
PSUR-533
PSUR-535

PSUR-529

PSUR-449
PSUR-577

PSUR-578

PSUR-589

PSUR-559

PSUR-225

PSUR-574

PSUR-570

PSUR-575

PSUR-572
PSUR-571

PSUR-568

Component

EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
API

EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
Notifications

NCA UI

EMA Admin
UI, NCA Ul
EMA Admin
UI, NCA UI
API

EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
EMA Admin
UI, NCA UI
Delivery File
Ul

EMA Admin
UI, NCA UI
Repository

API

Delivery File
Ul
EMA Admin

Brief Description of the CR or Defect Fix

The boot strap does not stop see the image
Late Submission ID after used for submission expected to be updated as used in the Latesubmission Grid Used column

API Regression test failing post changes to the test environment
On updating a new PAR form by a different user the system does reflect the Latest Submitter, Country And date received

Application logs out while trying to invalidate PSUR

Send Notification not generated for some procedures
Session Expired Error when moving from upload page to search page.
Date received search component not working properly

Error in date pickers after bootstrap version upgrade

Medicinal Products are always shown as null in Get Procedure resource response for all valid 32 countries
PSUR Issues with IE 9

PSUR Search retrieves data which is not expected

Search does not bring data as expected and has performance issues

Invalidate Pop-up does not wrap the file name in to the box if the filename is too

Pen Test Findings Low Level

Late Submission ID window is not wrapped properly when the window is not maximized.. see the images attached
User 401 Session expired log off screen error while using the different users in the same window

Procedure Number is box is locked and unable to type when window is not maximum.. Works fine when window size is

maximum
Look Up of PRAC, CHMP & CMDH fails to retrieve data

Remove the Submission Deadline has passed error from the PSUR prep screen

Users able to Download old Assessment report



ID Component Brief Description of the CR or Defect Fix

UI, NCA UI

Known Issues

This section lists the known defects with reference to the formally approved set of requirements.
Change requests are not listed here.

There are in total 1 open defect listed, none are of level critical or severe.

Componen Description Workaround/Comment

t

PSUR-582 API API: modifiedFrom - modifiedTo is not searching across modifications of all types of document



Version 01.05.00 (Release Date: 06 Jan 16)
What’s New

This release provides the post-audit functionality as requested by the EMA MB in Dec 13. As per the plan agreed with the EMA MB in Jun 15
and the PSUR Repository Advisory Group, PMG1, PRAGC, ... this functionality is provided by two deliverables:
e The Application Programming Interface (API):
o In compliance with "PSUR Repository API Specification” as agreed with IT Directors and EUTEAB
= Published on the eSub website
e The additional notifications:
o In compliance with “Additional Notifications Specification” as agreed with IT Directors and EUTEAB
= Published on the eSub website and also documented as CR 36902

In addition, this release also provides a series of change requests related to notifications as prioritised by the PSUR Repository Advisory
Group.

Version 01.05.00 of the PSUR Repository is released combined with version 03.03.05-RC3 of the eSubmission Gateway File Handler.
New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.

Note that EMA has transferred its defect/CR registration system from ClearQuest to Jira. As a result the numbering system and numbers of defects and CRs
has changed: “"emea000xxxxx” or “"xxxxx” -> “"PSUR-xxx". Both numbers are used in the list below in the items that existed already in ClearQuest.

n.a. API The Application Programming Interface allowing NCA IT systems to automatically exchange information with the PSUR Repository.
This fulfils post-audit functionality 2 (See doc EMA/681848/2013), in compliance with “PSUR Repository API Specification” (Doc
EMA/224103/2015) as agreed with IT Directors and EUTEAB.

n.a. Notifications The additional notifications system
This fulfils post-audit functionalities 3 and 4 (See doc EMA/681848/2013), in compliance with “Additional Notifications Specification”
(Doc EMA)) as agreed with IT Directors and EUTEAB
Also documented as CR 36902


http://esubmission.ema.europa.eu/psur/psur_repository.html
http://esubmission.ema.europa.eu/psur/psur_repository.html

ID Component Brief Description of the CR or Defect Fix



http://sdlc.ema.europa.eu/jira/browse/PSUR-282
http://sdlc.ema.europa.eu/jira/browse/PSUR-349
http://sdlc.ema.europa.eu/jira/browse/PSUR-400

ID Component Brief Description of the CR or Defect Fix




ID Component Brief Description of the CR or Defect Fix




Component Description Workaround/Comment



http://sdlc.ema.europa.eu/jira/browse/PSUR-503
http://sdlc.ema.europa.eu/jira/browse/PSUR-464

Component Description Workaround/Comment



http://sdlc.ema.europa.eu/jira/browse/PSUR-462

Component Description Workaround/Comment



http://sdlc.ema.europa.eu/jira/browse/PSUR-456

Component Description Workaround/Comment



http://sdlc.ema.europa.eu/jira/browse/PSUR-449
http://sdlc.ema.europa.eu/jira/browse/PSUR-382
http://sdlc.ema.europa.eu/jira/browse/PSUR-378
http://sdlc.ema.europa.eu/jira/browse/PSUR-368
http://sdlc.ema.europa.eu/jira/browse/PSUR-361
http://sdlc.ema.europa.eu/jira/browse/PSUR-341

Component Description Workaround/Comment



http://sdlc.ema.europa.eu/jira/browse/PSUR-339
http://sdlc.ema.europa.eu/jira/browse/PSUR-325

Component Description Workaround/Comment



http://sdlc.ema.europa.eu/jira/browse/PSUR-320

Component Description Workaround/Comment



http://sdlc.ema.europa.eu/jira/browse/PSUR-297
http://sdlc.ema.europa.eu/jira/browse/PSUR-295
http://sdlc.ema.europa.eu/jira/browse/PSUR-279

ID Component Brief Description of the CR or Defect Fix




Component Description Workaround/Comment




Component Description Workaround/Comment




Component Description Workaround/Comment




ID Component Description Workaround/Comment



Component Description Workaround/Comment




ID Component Description Workaround/Comment



Component Description Workaround/Comment




Component Description Workaround/Comment




Version 01.03.00 (Release Date: 06 Aug 15)

What’s New

This release provides change requests as prioritised by the PSUR Repository Project Advisory Group in Apr 15.

Version 01.03.00 of the PSUR Repository is released combined with version 03.03.02 of the eSubmission Gateway File Handler.
New Change Requests Delivered and Defects Fixed in this Version

This section lists defects fixed and change requests provided that are of relevance for users. This release also contains some fixes which are not listed here
as they are only relevant for the technical team supporting the system.

35232 NCA UI Information regarding silent adoption/plenary discussion in AR upload screen: At the time of circulation of the Assessment Report
Notifications and/or comments the PRAC Rapporteur needs to confirm whether the report should be discussed at the PRAC plenary or whether it

will be silently adopted.
There are also occasions when it is necessary to highlight that plenary discussion is needed with the circulation of the Preliminary
Assessment Report (PAR). This is currently done via email and picked up by the Procedure Manager (PM) and PRAC Secretariat.
With the use of repository this information is lost as the AR is no longer circulated via email.
The requirements are:

1. Allow the submitter of any assessment report and /or comment to provide additional information during the upload stage.

2. Include the additional information in the relevant notifications.
The final requirements are agreed in document “EMA/115202/2015”.

35508 NCA Ul Searching with Submission Date Criteria returns wrong results: From the PSUR web app, search for PSUR documents with
submission date between 10-9-2014 and 11-9-2014. Documents from 10/9 - 12/09 were returned.
36959 NCA Ul Non EU Upload Search by Authorisation Number: For Non-EU document upload add extra field to search by - Authorisation Number

as DLP not always known or there could be many DLP's returned in list.
This has been implemented by adding an “Upload” button on the “Search” screen.
37038 NCA Ul Insufficient file upload checks: Additional file upload checks on size and type have been added.
1/ File size limit: the files that can be uploaded via the upload page (EU or Non-EU) are limited to 50MB. A file bigger than that
will cause a failure of the upload and an error to be returned to the user.
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Component Description Workaround/Comment
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ID Component Brief Description of the CR or Defect

ID Component Description Workaround/Comment



ID

ID

Brief Description of the CR or Defect

Component Description

Workaround/Comment



Component Description Workaround/Comment



https://psur-repo-test.eudra.org/psur-ui/app.html#/
https://psur-repo-test.eudra.org/psur-ui/app.html#/

Version 01.00.00 (Release Date: 26 January 2015)

What’s New

This is the first release of the PSUR Repository and provides the “Auditable Functionalities” as per the EMA Management Board decision in December 2013.
This version will be used during the pilot phase. Subsequence next versions will add more functionality in agreement with the various NCA bodies and
Stakeholder groups.

The main visible components of this release are: NCA UI (see table above) version 00.03.06 and Delivery File UI (see table above) version 00.03.06.
New Change Requests Delivered and Defects Fixed in this Version

As release 00.03.06

Known Issues

As release 00.03.06

Version 00.03.06 (Release Date: 6 January 2015)

What’s New
This release fixes most of the remaining defects found during the final round of System Test and UAT completed in 2014.

New Change Requests Delivered and Defects Fixed in this Version

36063 Comment Notification Issues
36358 ZIP file was not unzipped completely by Documentum Java Server Method
36372 Upload of document for Non EU SA (allow for filtering of DLP after selection of country)

36386 Notification: failure in EUTCT causes notifications after deadline not to be sent.



36443 Ul: PSUR Download when 3 or more procedures selected in down loads incorrectly

36501 Amend text in existing notifications

36617 Legal Basis Validation: the flag for legal basis in the EURD list is not taken into account.
36648 Type ahead character limit must be 4 and not 3

36660 PSUR/SUPP INFO submission fails with substances having invalid character for folder naming
36661 Search table: come up with more sensible names for the document types.

36696 Cannot upload new assessment report on DB down or out of memory

36716 Legal Basis validation rejects a submission for a procedure where require legal basis is 'Y'

36063 Comment Notification Issues

Known Issues

There is an intermittent issue with IE9S caused by caching. This can cause the Procedure Number to not return any results and the Document type field to
only show one option rather. As a work around it is possible to open a private browsing session in IE9 (open a New Tab and click on InPrivate Browsing link
at the bottom of the tab. This will open a new IE9 window, navigate the PSUR URL as normal)

This section lists the known defects with reference to the formally approved set of requirements. The next releases of the software will address the defects
listed here in a prioritised fashion.

Change requests are not listed here.
There are in total 13 open defects listed, of which 0 are classified as “Critical”, 0 as “Severe”, 9 as “Important” and 2 as “Minor”, and 2 as “Enhancement”.

35508 Search Searching with Submission Date All other search criteria can be used instead to find required documents
Criteria returns wrong results

36336 Website Users with the viewer role should not
have the button to upload documents.



36648

36731

36740

36742

36776

36777

36781

36785

36788

36790

36798

Website

Create
Delivery File

Search
Search

Submit

Search
Website

Search

Search

Search

Website

Search

Create
Delivery File

Type ahead character limit must be 4
and not 3

Allow user to filter product search
results using "contains” rather than
"begins with"

Make EU Substance Search case
insensitive

Product data should allow filtering to
exclude nullified products.

All inputs for search must be treated
as case-insensitive.

Screen: Upload document for non-EU
single assessment - "Find
submissions" clears results if button is
clicked twice

Notifications COMMENTS: the subject
contains the country of the rapporteur
instead of the country of the
commenting country

Search criteria should be trimmed
from leading whitespace characters.

IE9: logout incomplete

Non EU Search, Marketing
Authorisation holder cannot be
selected by the drop down

The grid that displays the full products
at presentation level lets the user can
hide a column but then cannot unhide
it!



Version 00.03.05 (Release Date: 15 December 2014)

What’s New

This release fixes most issues discovered during the second week of the user acceptance testing with Industry and NCAs and some issues of release
00.03.03.

New Change Requests Delivered and Defects Fixed in this Version

36080 Duplicate submission leads to data being overwritten.
36123 Legal basis error message is incorrect and is incorrectly formatted.
36340 Ul Presentation: Order of type-ahead and drop downs to be sorted

36371 The background colour for selected items should be slightly darker.

36427 Some Notifications need to be sent to ALL Member states

36444 Investigate/Im